Recommendation of Division Directors
Negotiated Due Dates

Decision #:; 492401 Registration #: 4822-ANA Petition #:

|:| See page 2 for additional registration entries

Chemical Name: L-Lactic Acid

Fee Category: A540 PRIA Decision Time Frame: 4 months

Submitted by: Jaclyn Pyne Branch: ocsppioppiabp Date: 02/02/2015

Company: s.c. Johnson &amp; Son Inc.

Original PRIA Due Date: 02/02/2015 Proposed New PRIA Due Date: 03/02/2015

Previous Negotiated Due Dates:

Is the “Fix” in-house? [ |Yes [ ] No [O]n/a If not, date “Fix” expected:

Negotiated Due Date Reason:
|:| Product Chemistry |:| Toxicology |:| Acute Tox |:| Environmental

[ ] Efficacy [ ]Ecological [ ] Residue [ ]other

Additional Data Required

|:| Product Chemistry |:| Acute Tox |:| Efficacy |:| Residue |:| Toxicology

[ ] Environmental [ ]Ecological ~ [O] Labeling [ ]Other [ ] Not Submitted

Data Deficiencies

Late Risk Assessment |:| Human Health |:| Ecological

Interim Consideration |:| Agency Initiated @ Registrant Initiated

|:| CSF |:| Public Process |:| Risk Issues Environmental |:| Risk Issues Human Health
[ ]impurities Review [ ] Label [ ] Administrative-FR Notice [0 ] Other — Comment Field
Summary of Deficiency Type(s): |:| Not Submitted (N) @ Deficiencies (D)

Product Chemistry:[ ] Acute Tox:[ | Efficacy:[ ] Labeling:[0] Ecological Data:[ | Other (describe)| ]

Describe Interactions with Company (describe when contacted and company’s response including

response to previous negotiated due dates):
See below

“75 Day” Letter sent?[ | Yes, Date sent [0]No and reason for none? Add comments on page 2

Rationale for Proposed Due Date: T'Me to discuss label

Registrant notified that this is the last negotiation? [ ] Yes [0] Not Applicable

Approve: 0] Disapprove: [_|

If disapproved, action to be taken:

OD or DOD Signature:  cn=wiliam Jordan/oU=DC/O=USEPA/C=US Date: 2022015




492401 4822-ANA

Decision #: Registration #: Petition #:

Issue(s) (describe in detail):

BACKGROUND:

Under PRIA 3, S.C. Johnson &amp; Son submitted a new product, consisting of L-lactic acid, with a new public health claim against
coronavirus. They submitted product chemistry, toxicology, and efficacy studies to support the registration of the product. The science
reviews were completed by 1/27/2015. On 1/28/2015, EPA sent the applicant the science reviews and the draft accepted label with
comments as revised by the Agency. The applicant notified the Agency on 1/30/2015 that they did not agree to one or more of the terms
of the draft accepted label as revised by the Agency and, on 2/2/2015, formally requested additional time to resolve the difference.

INTERNAL ISSUE:

Due to internal delays, the EPA science and label reviews were not sent to the registrant until several days prior to the PRIA due date.
The applicant requested an extension of the PRIA due date to fully review the science reviews and work with EPA to resolve the label
issues.

RECOMMENDATION:
Grant the PRIA due date renegotiation request to allow the Agency to work with the applicant to resolve the difference on label
deficiencies.

Comment(s):
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